United States Patent and Trademark Ofhce 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OtBce 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/596,915 



06/29/2006 



45776 7590 11/19/2009 

DR. REDDY"S LABORATORES, INC. 

200 somerset corporate blvd 
seventh floor 
bridgewater, nj 08807-2862 



Raghupathi Kandarapu 



LOVE, TREVOR M 



PAPER NUMBER 



NOTIFICATION DATE | DELIVERY MODE 
11/19/2009 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 

following e-mail address(es): 

patpros@drreddys.com 



PTOL-90A (Rev. 04/07) 



KJtSiVrXS nvrliyjts OUff Iff fcff Jr 


Application No. 

10/596,915 


Applicant(s) 

KANDARAPU ET AL. 


Examiner 

TREVOR M. LOVE 


Art Unit 
1611 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Acknowledgement is made to Applicant's response filed 08/1 1/2009. 
Claims 1 and 3-20 are pending and currently under consideration. 
Claim 2 is cancelled. 

Claim 1 is currently amended. It is noted that while Applicant states that the 
amendment to claim 1 incorporates the limitation of now cancelled claim 2, the 
examiner disagrees. Now cancelled claim 2 formerly recited a limitation to the 
pharmaceutically active ingredient, whereas newly amended claim 1 now recites a 
limitation to the subcoating. 

Withdrawn Rejections 

The rejection of claim 2 under 35 U.S.C. 102(b) as being anticipated by Close et 
al is withdrawn in view of applicant's cancellation of said claim. 

Claim Objections 
(Necessitated by Amendment) 
Claims 9-11 are objected to for depending from cancelled claim 2. For the 

sake of compact prosecution the claims are being interpreted as depending from 
independent claim 1. Appropriate correction or cancellation of said claims is required. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-9, and 12-18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Close et al (European Patent number 0094116 (A2), published Nov. 
16, 1983). 

Close teaches therapeutic, enteric coated granules which comprise a non- 
steroidal, therapeutic active core, wherein said core is coated by a first coating, which is 
subsequently coated with an enteric coating. Said first coating comprises a dispersing 
aid (see claim 1). Said dispersing aid is taught as being either an alkali metal 
phosphate or glycine (see claim 8), said glycine is water soluble. Said dispersing aid is 
present in an amount of approximately 0.5 to 7.5 (see claim 1), with a preferred 
embodiment being taught in example II being approximately 3.5% of the entire weight of 
the granules. The active core is taught as being selected from a plurality of active 
agents, all of which have some sensitivity to acid. Said active can also comprise an 
antihistamine (see page 4, line 27). 

Response to Arguments 

Applicant argues in the remarks filed 08/1 1/2009 that "[ajpplicants cannot find 
any indication in the document that indicates acid sensitivity of the disclosed active 
agents, or that acid sensitivity was even considered to be relevant". Furthermore, 
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applicant states that the enteric coatings generally are applied not to protect the aspirin, 
but to protect the stomach against contact with the irritating drug. Applicant's 
arguments have been fully considered and are not found persuasive. Specifically, the 
composition of Close is the same as the instant invention. For instance. Close teaches 
that antihistamines can be the present (see page 4, line 27), which is one of the 
instantly claimed acid sensitive pharmaceutically active ingredients. It is noted that 
MPEP 21 12.01 states: "Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case of either anticipation or 
obviousness has been established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 
433 (CCPA 1977). "When the PTO shows a sound basis for believing that the products 
of the applicant and the prior art are the same, the applicant has the burden of showing 
that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990)." It is further noted that the art is not required to teach the same reasoning for 
adding components as applicant, MPEP 2144 (IV) states "the reason or motivation to 
modify the reference may often suggest what the inventor has done, but for a different 
purpose or to solve a different problem. It is not necessary that the prior art suggest the 
combination to achieve the same advantage or result discovered by Applicant. See, 
e.g., In re Kahn, 411 F.3d 977, 987, 78 USPQ2d 1329, 1336 (Fed. Cir. 2006)." 
Applicant further argues that the composition of Close would include additional 
components which could contact the enteric coating layer. Applicant argues that this 
would not be desired for the products of the present invention. Applicant's arguments 
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are not found persuasive since Applicant utilizes "comprising" language which allows for 
additional components to be present. MPEP 21 1 1 .03. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at Issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claims 10-11 and 19-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Close et al (European Patent number 0094116 (A2), published 
Nov. 16, 1983) in view of Henriksen (U.S. Patent number 6,391,342, Patent 
published May 21, 2002). 

The teachings of Close are set forth above under the discussion of 35 U.S.C. 
102(b). 

Close fails to directly teach that said active core comprises an antidepressant, 
and particularly a benzimidazole proton pump inhibitor. 

Henriksen teaches an oral dosage form comprising a benzimidazole proton pump 
inhibitor as an innermost layer with an enteric coating as the outermost layer. 
Henriksen teaches that in order to protect the benzimidazole proton pump inhibitor from 
degradation by the ingredients of the enteric coating that an intermediate coating layer 
is required (see claim 1). 

It would have been obvious to one of ordinary skill In the art at the time the 
invention was made to utilize the benzimidazole proton pump inhibitor as the active core 
in the invention of Close. One would have been motivated to do so since utilizing a 
benzimidazole proton pump inhibitor as the active would allow the composition to be 
used to treat a wider variety of conditions, and benzimidazole proton pump inhibitors are 
taught in Henriksen as requiring an intermediate layer to protect the benzimidazole 
proton pump inhibitor from the ingredients of the enteric coating. There would be a 
reasonable expectation of success in the use of the benzimidazole proton pump 
inhibitor of Henriksen as the active of Close since Close teaches that additional 
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components, including actives, can be incorporated into the core (see Close, page 4, 
lines 26-29). 

Response to Arguments 
Applicant argues in the remarks filed 08/1 1/2009 that Henriksen does not teach 
the presence of alkaline substances, and therefore, one "substituting teachings of an 
alkaline substance from any source into this document would be in opposition to its 
plain teachings." Applicant's argument is not found persuasive since the premise of the 
argument is that teachings are being substituted into the teaching of Henriksen. It is 
noted that Close is the primary reference, and Henriksen is relied upon as a secondary 
reference to modify Close. In said combination, it would have been obvious to one of 
ordinary skill to utilize the benzimidazole proton pump inhibitor of Henriksen in the 
invention of Close to allow for the composition of Close to be utilized to treat a broader 
range of disorders, and Henriksen teaches that the active of Henriksen requires an 
intermediate layer, which is the same as the coating system of Close. Therefore, 
applicant's arguments are not found persuasive. 

Conclusion 

No claims allowed. All claims rejected. No claims objected. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to TREVOR M. LOVE whose telephone number is 
(571)270-5259. The examiner can normally be reached on Monday-Thursday 7:30- 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on 571-272-0614. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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